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§116.2

completed by the licensee or the for-
eign manufacturer, as the case may be,
before any portion of a serial of any
product shall be marketed in the
United States or exported.

(b) In the case of imported products,
each permittee shall maintain at the
permittee’s place of business detailed
and accurate records that are relevant
to each imported product and that in-
clude, but are not limited to, importa-
tion documents, sampling records, test
summaries, shipping records, and in-
ventory and disposition records as re-
quired in §116.2.

(c) When authorized by the Adminis-
trator, the licensee, permittee, or for-
eign manufacturer may maintain and
retain records required under this part
at an alternative location. Such au-
thorization shall be confirmed by the
filing of an addendum to the plot plan
legend. The addendum shall list the lo-
cation of the records and the condition
of their storage and shall permit the
inspection of the records by APHIS in-
spectors, or foreign inspectors acting
on behalf of APHIS.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.2 Inventory and
records.

disposition

(a) Records shall show the quantity
and location of each biological product
being prepared, in storage, and in dis-
tribution channels.

(b) Detailed disposition records, in a
form satisfactory to the Adminis-
trator, shall be maintained by each li-
censee, each distributor, and each per-
mittee showing the sale, shipment, or
other disposition made of the biologi-
cal products handled by such person.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991; 61 FR 52874, Oct. 9, 1996; 66 FR 21064,
Apr. 27, 2001]

§116.3 Label records.

(a) Each licensee and permittee shall
maintain a list of all approved labels
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currently being used. Each label shall
be identified as to:

(1) Name and product code number as
it appears on the product license or
permit for the product;

(2) Where applicable, the size of the
package (doses, ml, cc, or units) on
which the label shall be used;

(3) Label number and date assigned;
and

(4) Name of licensee or subsidiary ap-
pearing on the label as the producer.

(b) All labels printed shall be ac-
counted for and an inventory main-
tained.

Records shall include the disposition of
such labels including those not used in
labeling a product.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.4 Sterilization and pasteurization
records.

Records shall be made by means of
automatic recording devices or an
equivalent accurate and reliable sys-
tem. Such records shall be identified
with the ingredients, equipment, or bi-
ological product subjected to steriliza-
tion or pasteurization.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.5 Reports.

(a) When required by the Adminis-
trator, reports containing accurate and
complete information concerning bio-
logical products, including but not lim-
ited to, product development and prep-
aration, and market suspensions and
recalls, shall be prepared and sub-
mitted to the Animal and Plant Health
Inspection Service by the licensee, per-
mittee, or foreign manufacturer (whose
products are being imported or offered
for importation). Unless otherwise au-
thorized by the Administrator, records
necessary to make such reports shall
be maintained in each establishment.

(b) If, at any time, there are indica-
tions that raise questions regarding
the purity, safety, potency, or efficacy
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